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352( 3T)—sfk miVR f^, 1945 ^ ^ ^ ^ fwif ^ 

3 fk Wtn Mmift aiWpm, 1940 (1940^23) ^ MR! 33^ ^ MIUT TTSm, araiWTUJT, MFT-II, 3, 

’rr^Ci) clKt^ 16-5-2005 312(3^) Ml 

"3^ fliflisi Tr3PT5J !Stci4l ^ 'SRcH ^ «»v<r| ^1 

^ ^ ^ -n^ I TTsm ^ 17-5-2005 ^ ^rch ^ 

^ -n^ «ff; 

w^T 1 srt:, 3 t^, " 3^ 

3Tf«#m ^ qra 33^ ^ ^ ^iRRi4f ^ 3rftn ^ sMM 4t wnft f^, 1945 ^ 

t; :- 

1. C"^) l^mf ^ -Tm sflr iraiMH MFnit 4T?itMH) fm, 200611 

(^) ^ TTsm Tf iR^RR ^ m(ti3 ^ “a^ 1 

Z 3fR TTOItH TimTlt 1945 (^P#‘ ^ t) 

(■^) 163 ^ MnfecT 3^1 ^8?Tf^ :- 

“3TT^,'fes: 

MRcfm a^tpTf ^ 5^ -a^mRTr i 

163^. fTf^-WN ^ ^ ^ irqhTwn 3 tt^, ftrs ^ ^fint afhiMf ^ ^ 

3(4^'t ^ fdy. ^rKfii iiql'i^fiKni ^ ■>f I 

(1) a;TT^^f^, fe, 3lhMr Tf ^^ W1 Hlilill'^T 

^R4T i 
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(2) ftrar 

chi4 <+^11 

(3) 3qi^4<, -zjf 

^wll ^3q^(2)%3i#T^«iRr25^3tmRT(4)%3#3r^^^ 1 

(4) 3IT^, 1^ 3^ ^ ^ 

q'l'Nfn ^ ^•HR( ^<dHi I 

(5) 311^4^, sftr f4f4)r«i wunRiqt qqiRi^l 141^4) % ^ri^RFi %?r 

I 

(6) #3i;2T^FTt54f^W^^i^#‘RHrr I 

163^ 3II^4f<<=b, fer 3TtT 3 tN^ % 4 #5^ 3Tt^ W4>|i^lMI % f>f4t ^ 

Pi'hK’1 ^trctHt 3fNfe % «4)^r^iMi MT 'Jii^^ii 3fk 3ilqi44) % 

■H4^% '|^r4i^^<ll»l'3^V4ql*i^imj%rH^^»|ch|[RTfem ^\^}\\ I 

163^ ^ ?^RT 25 ^^?IKT(1) 3ft?: 

W 33 ^ 3TI^, 3^lT 3TW^ W ^ 

KRT ^ 'Bf/k <3fi4> '?TT«T i^i^M 1 ^ WFT 

3iicRTTr4i^^miT^ I 

(2) 4%E:3fk^#^T^3ITcRUTti7^<^TOqi^3TfeTl^ I 

(3) VF^ 1 


UEjC»ESiK1Ea 


'■■crwMjr?: 


I rT= I ri K* 11 ^ I I'ii f^ I Vp rv r?: I P K * w iTa K* rJI f I iw*j I PS I 


163 ^ ^3Tir^^^3TplfHRad ft>^l nHHI- 

3fM^ % Ikr (^ Ti^) ?[HT 3^ ^ 

344cf)Kl ?[HT <alcn 'Jll^^ll 3lM^f<ad ^h\\ I 

163 'w 'Sn^ ^ (q5f<A'4«i % mRum*< ^RmI^ - "^iTH^^ 
m ^ ^ 2 ^f> 

163'^Ti»hT-^3fk14^c^%f^^3i^^ 13 1 I 

163 jj uhiuim 5|1 iiT ^r?rnw*- wik arhife % m^iImvihi % 3i4N 

mh|uih 4I ^ yriTni^ ^ TIT^FJTT ?[RT 

f4>4] 3Tt4‘=M'(l SKI 5^11^ I 


■ 3 ^ ^ ^*1^4) ^ ^ :- 

(i) 1 


3T^: ^2nfeTf4^^^5TTT?nT, 3q^:- 
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(f^l63n^ftnT) 

. 

^m: . 

^ 3tWt 3fk iRTm '^imt 1940 ^ ^rm 25(4) ^ m\ 33-^ % % 3 ?^ 

3TNfV P»t'M«M.rfl^i^ ’T^pr, ^ ^ 

2 . . ^1 

3. 3#T^ji^ mm ^ . 

4. "^l^fe^l^^TFTaT^ferT. 

5. .I 

?TTf[^^.. 


Hr^^£/yiftl<f)d ^I?¥1'<W ; 


Tn^2^ 

(f^l63^^feiT) 


^ ^HlfuM ^ilTrTT t '^7^1^.. 

^#TT, rllr^rtSd t, .rTT^.. 

• .yim ^3Tr 2?T, ^ ^PTT ^ 3 (It ^ 

rdHr^fiad t- 



* 3. 3T%lte^?TT^ ^ TFT rdHr^fed 3tk mm Wllft 37ftdWT, 

1940 aflr "STi^ 3 Ft^ titt Pi^hI ^ ^rfr^nfer ^ > 


^ TFT ■^f rHHfdrisId ^5 r 4 ^ Hip 3 tW^ 3^ ITTrm TTTOt 3rf^#Fm 
1940 sk ^;ti^ 3t^ ^rtit tttt ^ um qf<Mircid *TRd^ owiRr^i ^ ^ t:- 
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fern: I 

cTT^. 

WT. . 



3T«rt?T:' 

N 

u-1 

(f^l63^^) 

ynTrto % ferq m % 1^ xrjfam m % 

5(111 ^ fiFW ^ fq;f(^qu^ ^ ^TFRT l^f 


1 . 

fn^lc^io^Hi ^trfhr^ 

250.00 

2 . 

3I^WI»^ id^lclrrdl ■JTT f^lcffTdl ^ 




750.00 

3. 

OTR ^ arnir^T wr ^ 




2500.00 

4. 

urii'ch 

500.00 

5. 


1000.00 

6 . 


500.00 


iV)^i 'd’HI 3HQl^n ^ 1 


7. 


750.00 

8 . 

TT^ 3fhf^ ^ ^ 

250.00 

9. 





500.00 

10 . 


250.00 

11 . 




(^) ^nqPT 

100.00 


(^) 

200.00 


(t) 3TF^ c^f^cT 

400.00 

12 . 


300.00 

13. 

R7I ^ 3R?p[cTT, ^ 

100.00 









[MPTII—^gpg3(i)3 




5 



d)^, 31^ 








14. 

Wififid 

250.00 

15. 


250.00 

16. 


250.00 

17. 


300.00 

18. 

Wd) W^d 5hW<d1ijm>l 

300.00 

19. 

^FJiOT 

2500.00 

20. 

%?!^»li|dl«m>1 

1000.00 

21. 

a^hsife Hiiii««■Hlftfi # 

1000.00 

22. 

OTT^ t^OT^ WT, ^ 

-^500.00 

23. 

'HWiiVdi^d^/shln 

500.00 

24. 

chrxH ^y^-clH 

125.00 


f^) 


25. 

TOm % ^ wwtfl ^ 

100.00 


3OTH yrterq (q^w^ fw) 


26. 

"OTyy 3itqfq ^ ^fjtqr 

150.00 


yityrteR 


27. 

3OTyyMy^^^ 

1000.00 


fern: % THTR/ foiiw 3^tT ^^|U| WOT % 3TP5^, '^rk ^ TTTf^W 

f^rc^rwi, ^jpnir, ^ «rR?^k % iOT m^V i v i m i % 


[U ^-11020/3/2000-^ ^ ^ (3TT^)] 
1 ^ WT, 

ftm OT : 4 1^^. 28-10/45-3^^(1), 21-12-1945 OT ^ ^ 

jm^ ^ jjcb i fiid 1 ^ OT ^ ^ ^ 3 eii.^.R 160 ( 3 T), TnTt 3 g 16-3-2006 

OT 1^ Wl 
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MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Ayurveda, Yoga and Naturopathy, Unani, Siddha and Homoeopathy) 


NOTIFICATION 
New Delhi, the 1st June, 2006 


G.S.R. 352(E).— The following draft of certain rules further to amend the Dnigs and 
Cosmetics Rules, 1945, was published as required by Section 33-N of the Drugs and 
Cosmetics Act 1940(25 of 1940) in the Gazette of India Extra Ordinary part 11 Section 5 
sub Section (i)dated 16 5 2005 vide GSR No 512 (E), inviting objections and suggestions 
from persons likely to be affected thereby till the expiry of a period of 45 days from the 
on which copies of the Gazette of India in which the said notification was published were 
made available to public; 

And whereas the copies of the said Gazette Notification was made available to the 
public on 17 5 2005; 

And whereas objections and suggestions received from the public on the said draft 
have been considered by the Central Government Now therefore, in exercise of the 
powers conferred by Section 33-N of the said act, the Central Government hereby makes 
the following niles ftirther to amend the Dnigs and Cosmetics Rules 1945 namely - 


RULES 

1, (a) These rules may be called the Drugs and Gosmetics (3rd Amendment) Rules, 2006. 

(b) They shall come into force on the date of their^ublic^tion in the official Gazette 

2 In the Dnigs and Cosmetics Rules, 1945, (hereinafter referred to as the said rules), 

(a) after nile 163, the following shall be inserted, namely - 

^‘Pharmacopoeial Laboratory for Indian Medicines to function as Central 
Drugs Laboratory for the purpose of testing or analysis of Ayurveda, Siddha 
and Unanidrugs 

163.A Functions - The Pharmacopoeial Laboratory for Indian Medicine at 
Gbaziabad shall function as a Central Drugs Laboratory for the purpose of testing 
or analysis Ayurveda, Siddha and Unani Drugs 


Its ftinctions shall be> 
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(1) to deveop Pharmacopoeia! standards and draft monographs and amendments 
aiongwith standardized methods, for the Ayurvedic, Siddha, Unani drugs; 

(2) to act as Central Appellate Drug Laboratory for testing of Ayurveda, Siddha 
and Unani drugs, 

(3) to analyse or test such samples of Ayurvedic, Siddha Unani drugs as may be 
sent to it under sub-section (2) of section 11, or under sub section (4) of section 
25, of the Act; 

(4) To maintain reference museum and herbarium for the drugs used in 
Ayurveda, Siddha and Unani (ASU) system. 

(5) to run a training centre for quality control methods in the Ayurveda, Siddha or 
Unani systems of medicines; 

(6) To carry out such other duties as may be entrusted to it by the Government of 
India. 

i63.B The fiinctions of the Central Drug Labortory in respect of Ayurvedic, 
Siddha and Unani drugs shall be carried out at the Pharmacopoeial Laboratory for 
Ayurvedic, Siddha and Unani medicine, Ghaziabad, (Uttar Pradesh) and the 
functions of the Director in respect of the said drugs shall be exercised by the 
Director of the said laboratory. 

163.C Despatch of samples for test or analysis - (1) Samples for testing or 
analysis of Ayurveda, Siddha and Unani drugs under Sub-section (2) of Section 
11 or sub-section(l) of section 25 and section 33-H of the Act shall be sent by 
registered po§t in a sealed packet, enclosed with a memorandum in Form 1 A, 
specified in Schedule A, in an outer cover addressed to the Director, 
Pharmacopoeial Laboratory for Indian Medicine. 

(2) The packet as well as the outer cover, shall be marked with a 
distinguishing number. 

(3) A copy of the memorandum in Form 1A and a specimen impression of the 
seal used to seal the packet shall be sent separately by registered post to the 
Director, Pharmacopoeial Laboratory for Indian Medicine. 

t63.D Recording of condition of seals - On receipt of the packet, it shall be 
opened by an officer authorized in writing on that behalf by the Director, 
Pharmacopoeial laboratory for Indian Medicine, who shall record the condition 
of the seal on the packet 

i63.£ Report of result of test or analysis - After test or analysis, the result of 
the test or analysis, together with flill protocols of the tests applied, shall be 
supplied forthwith to the sender in Form 2 A of as specified in the said schedule. 

163.F. Fees - The fees for test and analysis shall be as specified in Schedule B-1 
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163.G. Signature on certificates - Certificates issued under these rules fay the 
Pharmacopoeia 1 Laboratory for Indian Medicine, shall be signed by the Director 
or by an officer authorized by the Central Government to sign such certificates.” 
(b) in Schedule A to the said rules;- 

(i) after Form 1, the following Form shall be inserted namely 

“FORMl-A 
(see rule 1 ti3 C) 

Memorandum to the Pharmacopoeia! Laboratory for Indian Medicine 

(PLIM) 

From 

(Full name. Designation & Postal address of the sender) 

Serial No. 

To the Director, Pharmacopoeia) Laboratory for Indian Medicine, 

I send herewith under the provisions of section 11 (2)/section 25(4) & section 33- 
H of the Drugs and Cosmetics Act, 1940, sample(s) of a dnig purporting to be 

.for test or analysis and request that a report of the result of the test or 

analysis may be supplied to this Court. 

2 The distinguishing number on the packet is. 

3 Particulars of offence alleged. 

4 Matter on which opinion is required. 

5 A fee of Rs has been deposited in Court. 

Date 


Magistrate / Authorized 
Signatory;” 
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(ii) After Form 2, the following shall be inserted, namely - 

“FORMIA 
(see rule 163 E) 

Certificate of test or analysis fromthe Pharmacopoeial l^aboratory for Indian 
Medicine or Governament analyst. 

Certified that the samples, bearing number .purporting to be a 


sample of . 


..received on . 

.with 

memorandum No. 

. dated . 

.from . 

.has been 


tested/analysed and that the result of such test / analysis is as stated below. 

2. The condition of the seals on the packet on receipt was as folio ws> 

*3. In the opinion of the undersigned the sample is of standard quality as defined in 
the Dings and Cosmetics Act, 1940, or rules thereunder for the reasons given below. 

Or 

In the opinion of the undersigned the sample is not of standard quality as defined 
in the Drugs and Cosmetics Act, 1940, or rules thereunder for the reasons given below. 
Note: * delete whichever is not applicable.” 

(Signature of the Analyst Person-in-Charge of testing) 

Date 

Place Name & Designation & Seal. 

Name & Address of the Laboratory. 
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(c) After schedule B annexed to the said Rules, the following schedule shall be inserted, 
namely, - 


SCHEDULE B-1 
(see rule 163 F) 


FEES FOR THE TEST OR ANALYSIS BY THE PHARMACOPOEUL 
LABORATORY FOR INDIAN MEDICINE (PLIM) OR THE GOVERNMENT 
ANALYST, 


Type of testing/analysis 

1 Test for Sterility 

2 Abnormal toxicity or undue toxicity or safety test 

3 Determination of lethal doses LD 50 to 10 on Mice 

4 (Chemical test for each ingredient 

5 Disinfectants 

6. Any other test requiring animal experimentation 

7 Microbiological assay 

8 Microscopic examination of single drugs 

9 Microscopic examination of raw material of compound drugs 

10, Chemical identification as per Pharmacopoeia 

11. Disintegration of tablets and capsules 

(a) Ordinary 

(b) Sugar coated 

(c) Enteric coated 

12 Physiochemical Assays 

13 Tests other than assay (limit tests for impurities, ash content, 
total solids, acid value, iodine value, saponification value, loss 
on drying etc.) for each test 

14 Optical rotation 

15. Refractive Index 
16 Arsenic testing 
17. Paper chromatography 

18 Thin layer chromatography 

19 Column chromatography 
20. Gas liquid chromatography 

21 HPT.LC restricted to single dnigs qualitative 

22. Atomic absorption Spectrophotometry For Hg, Pb, As, Cd. 

23. Cosmetics / tailas / creams 

24 Identification test for raw material of plant origin 
(other than assay of constituents) 


Cost of testing or 
analysis in Rupees 

250,00 

750,00 

2500,00 

500.00 

1000.00 

500.00 

750.00 

250.00 

500.00 

250.00 

100.00 

200.00 

400.00 

300.00 

100.00 


250.00 
250.00 
250.00 
250.00 
300,00 
2500.00 
1000.00 
1000 00 
500 00 
500 00 
125.00 
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25. Identification test for raw material of chemical origin 100.00 
(other than assay) 

26. Limit test for drugs of chemical origin 150.00 

27. Other miscellaneous tests 

luuO.OO 


Note -Sample testing charges will be determined /revised by the Director or Government 
Analyst of the Pharmacopoeial Laboratory for Indian Medicine, as the case may be in 
consultation with Department of Ayurveda, Yoga, Unani Siddha and, Homoeopathy, 
Ministry of Health and Family Welfare.” 


[No. K*11020/3/2000-DCC (AYUSH)] 
SHIV BASANT, Jt. Secy. 


Foot Note : The Principal rules were published in Official Gazette vide Notification No. F. 28-10/ 
45-H(I), dated 21-12-1945 and the last amended vide No. G.S.R. 160(E), dated 
16-3-2006. 
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